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eFigure. Summary of Study Protocol

| - Medical Assessment and Screening

Initial Headache Center Visit: medical history, physical exam,
and neurological exam. Does Not Meet Study Criteria
Continue usual medical care.

If participant meets entry criteria: INFORMED CONSENT

Labs: electrocardiogram, urine sample for pregnancy test,
start 28 day Headache Diary.

\2

Il - Psychosocial Assessment and Screening oo
Review Headache Diary. Confirm Diagnosis. Does .NOI Meet Stud.y Criteria
Psychiatric interview, child and parent questionnaires, Continue usual medical care.
confirm participant meets all study criteria. Offer psychological referral if needed.
RANDOMIZE
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TREATMENT PHASE (begin within one week after Assessment Part Il)

Cognitive Behavioral Headache Education
Therapy (CBT) + Amitriptyline + Amitriptyline
Week 0 Medical Visit Medical Visit
Start AMI Start AMI
Week 1 CBT Session 1 Headache Education Session 1
Week 2 CBT Session 2 Headache Education Session 2
Phone call from nurse practitioner (adjust medication)
Week 3 CBT Session 3 Headache Education Session 3
Week 4 CBT Session 4 Headache Education Session 4
Safety Visit Safety Visit
Week 5 CBT Session 5 Headache Education Session 5
Week 6 CBT Session 6 Headache Education Session 6
Phone call from nurse practitioner (adjust medication)
Week 7 CBT Session 7 Headache Education Session 7
Week 8 CBT Session 8 Headache Education Session 8
Safety Visit Safety Visit
Week 12 CBT Booster 1 Headache Education Session
Safety Visit Safety Visit
Week 16 CBT Booster 2 Headache Education Session
Safety Visit Safety Visit

Begin 28 day Headache Diary

Week 20 POST TREATMENT ASSESSMENT
Medical exam, collect Headache Diaries,

Begin 12 Month Follow-Up Period
Return to Headache Center for Medication Management.

Attend Booster CBT or Headache Education sessions at 3, 6, 9, & 12 months post-
treatment.

Five weeks prior to the 3, 6, 9, & 12 month follow-up visits a Headache
Diary is mailed to participants with a phone call reminder, and a follow-up
study visit is scheduled for 4 weeks after beginning the 28 day diary.

At the 3, 6, 9, & 12 month follow-up study visits, the following occur:
Medical exam, collect Headache Diaries, complete child and parent questionnaires.
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eTable. Session by Session Summary for Cognitive Behavioral Therapy and Headache Education

Cognitive Behavioral Therapy +

Headache Education +

Amitriptyline Amitriptyline
Session 1 Introductions and rapport building. Introductions and rapport building.
(Child Rationale for behavioral pain management. Discussion of headache symptoms,
& Demonstrate biofeedback. participant’s experience of pain, and
Parent) Discuss parent guidelines. impact of headaches on their life.
Session 2 Review diaries and Describe chronic headache in more detail,
(Child Only) biofeedback-assisted relaxation physiology of headaches, and how the
muscle relaxation and mini-relaxation). iagnosis is made. Discuss participant's
( le rel . d mini-rel ion) di . de. Di - .
Establish home practice schedule. activities in the past week.
Session 3 Review diaries and distraction techniques - Review activities in the past week.
(Child Only) pleasant imagery and pleasant activities. Discuss the different types of medications
Review biofeedback and home practice plan. | used to treat headaches.
Session 4 Review diaries. Discuss participant’s Review activities in the past week and
(Child Only) typical activity level and activity pacing and lifestyle factors, such as the role of diet, fluid
problem-solving to manage headaches. intake, and exercise in pain management.
Session 5 | Review progress so far. Review coping skills | Review activities in the past week. Assess
(Child learned. Assess parent's adherence to parent| progress. Influence of chronic headache
& ideli d probl I barri il dh li
Parent) guidelines and problem-solve any barriers. symptoms on family and home life.
Session 6 Review diaries. Discuss impact of thoughts | Review activities in the past week.
and feelings on pain perception, recognition | Discuss participant’s typical sleep patterns,
(Child Only) of negative thoughts, and using calming school routine, and impact of headaches on
statements. schoolwork.
Session 7 | Review diaries, strategies learned, and Review activities in the past week. Discuss
(Child only) | biofeedback assisted relaxation. Continued | fatigue, mood, and stress; and working with
training in problem-solving skills and use of healthcare team, communication between
cognitive strategies. Plan for maintenance. participants & doctors, and staying informed.
Session 8 Review diaries and skills learned. Review activities in the past week.
(Child Assess parent's perception of the child’s Review their experience in the program.
P:;ent) progress and review their role as a "coach." | Elicit feedback from participant and parent.
Plan for maintenance.
Booster Assess progress. Review home practice of | Assess progress, review activities in the
Sessions coping skills, reviewing skills as needed, preceding weeks, discuss headache
& Follow-Up problem-solving barriers to skills practice, symptoms, offer support, and review
Sessions and enhanced maintenance plan. educational materials.
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